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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Status 

1 )D Responsive to communication{s) filed on 10 October 2007 , 
2a)S This action is FINAL. 2b)[3 This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) n Claim(s) is/are allowed. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the con-ection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1 . This Office is responsive to Applicant's amendment and response filed 10-1 0-07. 
Claims 7-8, and 19-36 are pending. Claims 7-8 and 19 have been amended. Claims 1- 
6, 9-18, and 20 have been cancelled. Claims 21-36 are new claims. 

Objections/Rejections Withdrawn 

2. In view of the Applicant's amendment and remark following objections are 
withdrawn. 

a) Objection to claim 6, page 2 is withdrawn in light of cancellation of the claim. 

b) Rejections of claims 6-8 and 19 under 35 U.S.C. 1 12. second paragraph, page 3 
last paragraph is withdrawn in light of applicant's amendment thereto and cancellation 
of the claims. 

c) Rejection of claims 7-8 and 1 9 under 35 U.S.C. 1 02 (b), page 4 Is withdrawn in 
light of applicant's amendment thereto, applicant's argument, and cancellation of claims. 

d) Rejection of claims 7 under 35 U.S.C. 102 (b), page 5 is withdrawn in light of 
applicant's amendment thereto, applicant's argument, and cancellation of claims. 

Claim Rejections Maintained 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

3. The rejection of claims 7-8 and 19 are rejected under 35 U.S.C. 112, first 
paragraph, as based on a disclosure, which is not enabling and the rejection is 
maintained for the reasons set forth in the previous office action. 
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Applicant arguments: 

The Official Action asserts tliat claim 6 lacks essential subject matter and omits 
essential steps. However, claim 6 has been canceled and its subject matter has been 
incorporated into newly independent claim 7. Instant claim 7 sets forth sufficient subject 
matter set forth in definite method steps. Claim 7 (and its dependent claims) is thus 
enabled and contains subject matter set forth In a way that is clear, definite and has full 
antecedent basis. 

Examiner's Response to Applicant's Arguements: 

Examiner accepts the amendments to claim. However, the claim is drawn to a 
method for recovering a polysaccharide from a fermentation broth comprising: omitting 
the use of centrifugation, ultracentrifugation and chromatography; maximally 4 
' precipitation steps. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976). 
Furthermore, claim 7 and 19 recites "chromatography", as to the limitation of 
chromatography, there are multiple fonns of chromatography therefore it is unclear as to 
which chromatography method Applicant is referring to. 

As outlined previously, the instant claims are drawn to claims 7-8 and 19 are 
rejected under 35 U.S.C. 112, first paragraph, as based on a disclosure, which is not 
enabling. The claim is drawn to a method for recovering a polysaccharide from a 
fermentation broth comprising: omitting the use of centrifugation, ultracentrifugation and 
chromatography; maximally 4 precipitation steps. Critical or essential subject matter to 
the practice of the invention is not included in claim 6 and therefore is not enabled by 
the disclosure. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 1976). For 
example the precipitation steps are not described therefore the method steps are 
unclear of how to recover a polysaccharide from a fermentation broth. Furthermore, 
claim 6 recites "chromatography", as to the limitation of chromatography, there are 
multiple forms of chromatography therefore it Is unclear as to which chromatography 
method Applicant is referring to. 
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New Grounds of Rejection 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 
The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

4. Claims 24-26 and 32-34 are rejected under 35 U.S.C. 1 1 2, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

Claims 24-26 and 32-34 recites the phrase of final concentrations of "60-74 % 
w/v, 10-50 % w/v. and 60-85% w/v". Although Applicant filed an explanation in the 
Applicants Arguments/Remarks on 10/10/2007 of final concentrations of "60-74 % w/v, 
10-50 % w/v, and 60-85% w/v", there is no support provided in the written description of 
the specification (see pg. 7, lines 8-15). Therefore, it is apparent, that Applicants were 
not in possession of the claims 24-26 and 32-34 at the time of filing. Applicants pointing 
to the specification by page and line number where specific written description for the 
final concentrations of "60-74 % w/v, 10-50 % w/v, and 60-85% w/v" can be found may 
resolve this issue. 

Claim Rejections - 35 USC § 102 and 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described In a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 7-8 and 19, 23, 31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ellwood et al US Patent 5,563,051 Date October 8, 1996. 

Claims 7-8 and 19, 23, 31 are drawn to a method for recovering a polysaccharide 
from a fermentation broth comprising: mixing a polysaccharide fraction with an anionic 
detergent; and adding alcohol until a concentration is below a concentration necessary 
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for precipitating the polysaccharide, wherein the method comprises a maximum of 4 
precipitation steps, and the method omits employment of phenol, high-speed 
centrifugation and chromatography (claim 7); method for recovering a polysaccharide 
from a fermentation broth comprising: employing a cationic detergent to precipitate the 
polysaccharide or part of the contaminants from the supernatant to obtain a first 
polysaccharide fraction; employing alcohol to precipitate the polysaccharide from the 
first polysaccharide fraction to obtain a second polysaccharide fraction; subjecting the 
second polysaccharide fraction to an alcohol precipitation In the presence of an anionic 
detergent, whereby the alcohol is present in the concentration which is below a 
concentration at which the polysaccharide precipitates; precipitating the polysaccharide 
from the soluble fraction employing alcohol to obtain a polysaccharide precipitate; and 
dissolving the polysaccharide precipitate; and dissolving the polysaccharide precipitate 
and subjecting it to concentration and diafiltration, wherein the method comprises a 
maximum of 4 precipitation steps, and the method omits employment of phenol, high- 
speed centrifugation and chromatography (claim 19). 

Ellwood et al teach a process for the production of hyaluronic acid (HA) by 
fermentation (see abstract). Ellwood et al teach that the HA extracted with an aqueous 
medium containing an anionic surfactant (see column 4 lines 8-20). Ellwood et al teach 
HA is precipitated by the addition of a non-solvent, for example a lower alcohol such as 
ethanol. The precipitated HA is filtered off and the filtrate discarded using dialfiltration 
step (see column 4 lines 50-67 and column 5 lines 1-8). Ellwood et al teach the addition 
of a cationic surfactant as for the HA to be removed by filtration (see column 4 lines 58- 
67). Therefore the method of Ellwood et al teach a method for recovering a 
polysaccharide from a fermentation broth comprising: mixing a polysaccharide fraction 
with an anionic detergent; and adding alcohol until a concentration is below a 
concentration necessary for precipitating the polysaccharide, wherein the method 
comprises a maximum of 4 precipitation steps, and the method omits employment of 
phenol, high-speed centrifugation and chromatography, further comprising employing a 
cationic detergent to precipitate the polysaccharide or part of the contaminants from the 
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supernatant to obtain a polysaccharide fraction; employing alcohol to precipitate the 
polysaccharide from the first polysaccharide fraction to obtain a second polysaccharide 
fraction; subjecting the second polysaccharide fraction to an alcohol precipitation in the 
presence of an anionic detergent, whereby the alcohol is present in the concentration 
which is below the concentration at which the polysaccharide precipitates; precipitating 
the polysaccharide from the soluble fraction employing alcohol to obtain a 
polysaccharide precipitate; and dissolving the polysaccharide precipitate and subjecting 
it to concentration and diafiltration, wherein the alcohol is ethanol (see claim 26). 

Therefore the method of Ellwood et al teach a method for recovering a 
polysaccharide from a fermentation broth comprising: employing a cationic detergent to 
precipitate the polysaccharide or part of the contaminants from the supernatant to 
obtain a first polysaccharide fraction; employing alcohol to precipitate the 
polysaccharide from the first polysaccharide fraction to obtain a second polysaccharide 
fraction; subjecting the second polysaccharide fraction to an alcohol precipitation in the 
presence of an anionic detergent, whereby the alcohol is present in the concentration 
which is below a concentration at which the polysaccharide precipitates; precipitating 
the polysaccharide from the soluble fraction employing alcohol to obtain a 
polysaccharide precipitate; and dissolving the polysaccharide precipitate; and dissolving 
the polysaccharide precipitate and subjecting it to concentration and diafiltration, 
wherein the method comprises a maximum of 4 precipitation steps, and the method 
omits employment of phenol, high-speed centrifugation and chromatography, wherein 
the alcohol is ethanol (see claim 26). 

6. Claims 7-8, 19, 21-23, 27-29, 30-31 , and 35-36 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Ellwood et al US Patent 5,563,051 Date October 8, 
1996 in view of Hasler et al US Patent 6,891,037 (US Filing Date October 6, 1999), 
Lander et al US Patent No. 6,410,025 Date June 25, 2002. 

Claims 7-8, 19, 21-23, 27-29, 30-31 , and 35-36 are drawn to a method for 
recovering a polysaccharide from a fermentation broth comprising: mixing a 
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polysaccharide fraction with an anionic detergent; and adding alcohol until a 
concentration is below a concentration necessary for precipitating the polysaccharide, 
wherein the method comprises a maximum of 4 precipitation steps, and the method 
omits employment of phenol, high-speed centrifugation and chromatography (claim 7); 
method for recovering a polysaccharide from a fermentation broth comprising: 
employing a cationic detergent to precipitate the polysaccharide or part of the 
contaminants from the supernatant to obtain a first polysaccharide fraction; employing 
alcohol to precipitate the polysaccharide from the first polysaccharide fraction to obtain 
a second polysaccharide fraction; subjecting the second polysaccharide fraction to an 
alcohol precipitation in the presence of an anionic detergent, whereby the alcohol is 
present in the concentration which is below a concentration at which the polysaccharide 
precipitates; precipitating the polysaccharide from the soluble fraction employing alcohol 
to obtain a polysaccharide precipitate; and dissolving the polysaccharide precipitate; 
and dissolving the polysaccharide precipitate and subjecting it to concentration and 
diafiltration, wherein the method comprises a maximum of 4 precipitation steps, and the 
method omits employment of phenol, high-speed centrifugation and chromatography 
(claim 19). 

Ellwood et al is relied upon as set forth supra. However, Ellwood et al does not 
teach a method, wherein the anionic detergent comprises sodium deoxycholate, 
wherein the cationic surfactant comprises hexadecyltrimethyl ammonium bromide, 
wherein the polysaccharide is obtained from Haemophilus influenza type b. 

Hasler et al teach a method for the isolation of polysaccharides, in particular for 
the separation of endotoxins from capsule polysaccharides of gram-negative bacteria 
such as Haemophilus influenzae (type b) (see abstract, column 2 lines 1 7-20). Hasler et 
al teach that the removal of endotoxins is a critical and decisive step during the 
purification of polysaccharides and the method for the separation of endotoxins from 
bacterial polysaccharides which is used most often according to the state of the art is 
based on the extraction with phenol, which, if necessary, has to be repeated several 
times until the endotoxin content is as required by health authorities (see column 1 ). 
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Hasler et al teach a method for the Isolation of polysaccharides which Is simple, 
economically useful and less injurious to health thus the invention relates to a method 
for the isolation of polysaccharides, wherein the following steps are carried out (a) 
mixing of a bacterial polysaccharide fraction with a detergent solution (anionic 
detergent); (b) addition of alcohol to a final concentration which is below the 
concentration at which the polysaccharide precipitates; (c) mixing the solution; (d) 
filtering the solution; (e) separation of the polysaccharide from detergent and alcohol 
(see column 1 ). 

Lander et al teach that bacterial polysaccharides are isolated then precipitated 
with a long chain detergent (see abstract). Lander et al teach that the cationic detergent 
is cetyltrimethylammonium bromide (CETAB) (hexadecyltrimethyl ammonium bromide) 
(see column 2). Lander et al teach that by-products, any unreacted derivatized 
polysaccharide and excess reagents are removed by diafiltration against volumes of 
deoxycholate (see column 4). 

It would have been prima facie obvious at the time the invention was made to 
use a method as taught by Ellwood et al and to include, wherein the polysaccharide is 
obtained from Haemophilus influenza type b as taught by Hasler et al because both 
Ellwood et al and Hasler et al teach isolation of polysaccharides to obtain a purified 
polysaccharide. It would also have been prima facie obvious at the time the invention 
was made to use a method as taught by Ellwood et al and to include an anionic 
detergent comprising sodium deoxycholate and a cationic surfactant comprising 
hexadecyltrimethyl ammonium bromide as taught by Lander et al because both Ellwood 
et al and Lander et al teach isolation of polysaccharides to obtain a purified 
polysaccharide. 
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Status of the Claims 

7. No claims are allowed. 

Claims 7, 8, 19, 21, 23-29, and 31-36 are rejected. 

Claims 22 and 30 are objected as being dependent from a rejected base claim. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action Is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nina A. Archie whose telephone number is 571-272- 
9938. The examiner can normally be reached on Monday-Friday 8:30-5:00p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the exami/ier 
supervisor, Shanon Foley can be reached on 571-272-0898. The fax phone number for 
the organization where this application or proceeding Is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
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USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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